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§610.64

and license number of each must ap-
pear on the package label, and on the
label of the container if capable of
bearing a full label.

[64 FR 56453, Oct. 20, 1999]

§610.64 Name and address of dis-
tributor.

The name and address of the dis-
tributor of a product may appear on
the label provided that the name, ad-
dress, and license number of the manu-
facturer also appears on the label and
the name of the distributor is qualified
by one of the following phrases: ‘‘Man-

ufactured for », “Distributed
by >, “Manufactured by
for ”, “Manufac-

tured for ] by ) 7, “Dis-
tributor: »”, or ‘“‘Marketed by
>, The qualifying phrases

may be abbreviated.
[61 FR 57330, Nov. 6, 1996]

§610.65

Labels on packages or containers of
products for export may be adapted to
meet specific requirements of the regu-
lations of the country to which the
product is to be exported provided that
in all such cases the minimum label re-
quirements prescribed in §610.60 are ob-
served.

§610.67 Bar code label requirements.

Biological products must comply
with the bar code requirements at
§201.25 of this chapter. However, the
bar code requirements do not apply to
devices regulated by the Center for
Biologics Evaluation and Research or
to blood and blood components in-
tended for transfusion. For blood and
blood components intended for trans-
fusion, the requirements at
§606.121(c)(13) of this chapter apply in-
stead.

[69 FR 9171, Feb. 26, 2004]

Products for export.

§610.68 Exceptions or alternatives to
labeling requirements for biological
products held by the Strategic Na-
tional Stockpile.

(a) The appropriate FDA Center Di-
rector may grant an exception or alter-
native to any provision listed in para-
graph (f) of this section and not explic-
itly required by statute, for specified
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lots, batches, or other units of a bio-
logical product, if the Center Director
determines that compliance with such
labeling requirement could adversely
affect the safety, effectiveness, or
availability of such product that is or
will be included in the Strategic Na-
tional Stockpile.

(b)(1)(i) A Strategic National Stock-
pile official or any entity that manu-
factures (including labeling, packing,
relabeling, or repackaging), distrib-
utes, or stores a biological product
that is or will be included in the Stra-
tegic National Stockpile may submit,
with written concurrence from a Stra-
tegic National Stockpile official, a
written request for an exception or al-
ternative described in paragraph (a) of
this section to the Center Director.

(ii) The Center Director may grant
an exception or alternative described
in paragraph (a) of this section on his
or her own initiative.

(2) A written request for an exception
or alternative described in paragraph
(a) of this section must:

(i) Identify the specified lots,
batches, or other units of the biological
product that would be subject to the
exception or alternative;

(ii) Identify the labeling provision(s)
listed in paragraph (f) of this section
that are the subject of the exception or
alternative request;

(iii) Explain why compliance with
such labeling provision(s) could ad-
versely affect the safety, effectiveness,
or availability of the specified lots,
batches, or other units of the biological
product that are or will be included in
the Strategic National Stockpile;

(iv) Describe any proposed safeguards
or conditions that will be implemented
so that the labeling of the product in-
cludes appropriate information nec-
essary for the safe and effective use of
the product, given the anticipated cir-
cumstances of use of the product;

(v) Provide a draft of the proposed la-
beling of the specified lots, batches, or
other units of the biological product
subject to the exception or alternative;
and

(vi) Provide any other information
requested by the Center Director in
support of the request.
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